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Hi Examiner Thomas! 
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Proposed Date of Interviews ^'^/^ ^ ^ Proposed Time:^ 
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This application will not be delayed from issue because of applicants failure to submit a written record of this 1^ 
interview. Therefore, applicant is advised to file a statement of the substance of this interview (37 CFR 1.133(b)) 
as soon as possible. 
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Registration Number, if applicable 
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USPTO tn proem) bb yppliaitiun. CoitnJentiaUiy k governfid by 35 U.S.C. tit aod 37 CFR 1.11 and 1.14. Thii adicctioa » cstinnUal to Ciilic 21 cniouto to 
cmikjilfetet iiKJttdl&f fttlMrln^ prcparlnct and aubmittine the comi^ted npDlwntion form tn the USPTQ. Time wUl \ary dcpcmlms upun ihe iwJiviiJiiHt trtxc Any 
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TOTHISAIinRKSS. SENHTQ: ComtniMinttO)' Tor Patents, F,i\ Box 1450, Alejc^Ddria, VA 22313-14S0. 
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Gordon Response: 

Claim 1 of our methodology does not require the use of vectors or any double stranded 
constructs. Our invention employs a mix of single stranded oligonucleotides that are able 
to be exponentially amplified directly (starting from single stranded fragments) using one 
single primer pair to amplify every fragment in the control mixture which may or may 
not be included in the control mix. By varying the concentration of each reference 
oligonucleotide or primer pair, we are able to modulate amplification of all of the 
differing control oligonucleotides that when used in a test method will produce a 
standardized mix of PGR amplicons for all mutations of interest. This is beyond the scope 
of the Gordon patent. The Gordon patent refers to producing double stranded DNA 
products and primarily deals with utilizing primers specific to each cassette fragment to 
generate an appropriate level of PGR amplicon to be used for cloning methods to 
generate each cassette. While both methods employ the use of primers and PGR 
ampUftcation, the design and application of these methods are used in a maimer to 
produce fundamentally different results at completely different stages. The purpose of the 
Gordon methodology, in reference to introduced PGR primer sites, is to produce a pure 
(cassette specific) collection of double stranded fragments for each single cassette that 
will eventually be used for digestion and subsequent ligation 5* to 3' into a construct 
containing a vector. The added primer sites introduce restriction sites for subsequent 
cloning experiments and this is a common practice and not novel The constructs carrying 
one or more of these ^'cassettes*' in a vector comprise a finished control product as 
explained in the Gordon patent. The artificial primer sites that were introduced for 
generating **cas5ettes" arc not used in ways beyond those illustrated above or in the 
downstream testing or additional amplification of these cassettes by the test methods for 
which these controls are designed. The Gordon methodology generates double stranded 
fragments thai are then ligated into a vector to produce a single control molecule carrying 
multiple mutations "in series**. Our methodology produces small fragments that are single 
stranded and amplify exponentially by either an internal or external primer pair based on 
the design of the artificial tags introduced at the 5' and 3^ end of each fragment. Our 
control carries multiple control molecules "in parallel" which is not anticipated by 
Gordon. 
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